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LAW OFFICES

OGLETREE, DEAKINS, NASH, SMOAK & STEWART

4101 LAKE BOONE TRAIL
POST OFFICE BOX 31608
RALEIGH, NORTH CAROLINA 27622
TELEPHONE (919) 787-9700
FAX (919) 783-94(2

OTHER OFFICES:
GREENVILLE, SOUTH CAROLINA

WASHINGTOMN, D. C.
JAMES M. KUSZAJ, PH.D. ATLANTA, GEORGIA
PARTNER . ;

CoLumMBia, SOUTH CARQLINA
NASHWVILLE, TENNESSEE

November 1, 1991 ARERANE rens
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jeralcne B. Green ' 4 .
Freedom of Information Officer (A101) WWW% %W
U.S. Environmental Protection Agency

401 M Street, SW RQ ~RAN- AN

Washington, DC 20460 .
Wae .\ >4 o
Dear Ms. Green: I / Ql e

Pursuant to the Freedom of Information Act, 5US.C.§ 522, et seq, and 40 R
CF.R. Part 2, we request the following Agency records:

All documents regarding the Office of Toxic Substances'
(OTS) interpretation of the exem tion from the
premanufacture notification (PMN) requirements
provided by 40 C.F.R. § 720.30(h)(7) or the exemption
from the Inventory requirement provided by 40 C.F.R.
§ 710.4(d)(7).

We believe records responsive to this request may be found in the new
Chemicals Branch of the Office of Toxic Substances, the Office of Compliance
Monitoring, and the Office of General Counsel.

We agres to be responsible for all costs associated with this request. Please E
call me at (519) 787-9700 if you have any questions concerning the scope of this '
request, - _ ' ' '

Sincerely,

OGLETREE, DEAKINS, NASH,
SMOAK AND STEWART
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James M. Kuszaj . 1
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

! "= z WASHINGTON, D.C. 20460
PN/
*, i
MEMORANDUM A Sl
R / OFFICE OF
. T 2 TOXiZ
SUBJECT: Freedom of Information Act Request p“;&%ﬁ;;5°‘
RIN-__ YT (,3-9)
FROM: Ed Gross, Environmental Protection Specialist
Public Information Section (TS-793)
TO!: Patricia Schaefer, Assessment Division, Rm 415ET
s P . (Ts-778)
it LB 8T Ly [ L€ Chemical Control Division, Rm ET
; (TS-794)

Rochelle Gantt, Health and Environmental Review
Division, Rm 619ET (TS-796)

Georgene Cooper, Exposure Evaluation Division,
Rm 315ET (TS-798)

Phyllis Hetrick-Bennett, Economics Technology
Division, Rm 338ET (TS-779)

Juanita Geer, Information Management Division,
Rm 205ET (TS=-793)

Please initiate a search of your files for any records
responsive to the attached FOIA request and provide us with one
copy of each record, providing the available records do not
exceed 166 pages. If the response exceeds 166 pages, please
provide an estimated page count or a linear measurement of the
documents and forward this information in writing to me in the
Public Information Section (PInS).

If you determine that certain records or portions of records
should be withheld from release, please provide us with a denial
letter for the IMD Director's signature, listing the document(s)
being withheld and the reason for withholding it(them). I will
provide a sample denial letter upon request.

If no responsive records are housed in your division's
files, please send a memo stating this fact or you may notify us
by phone. Considering the short deadline for the Agency's
response to the FOIA request, please deliver all appropriate
material to PInS (NEG-004) by Atjp 1.3 ; 1891,

Please direct all questions or responses concerning this
FOIA to Ed Gross at 382-7795. Thank you for your assistance.

Attachment (s)

Printed on Recyded Pape-
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(202) 956-5625

Freedom of Information Office

Environmental Protection Agency
401 M Street, S.W.
Washington, D.C. 20460

Dear Sir or Madam:

Re: FOIA Request for Letters to EPA re 40 CFR 710.4 (d)(7) and
720.30 (h)(7)

Pursuant to the Freedom of Information Act, 5 U.S.C. Section 552, we
hereby request that you provide us with a copy of any documents received by the
EPA and any documents disseminated by the EPA concerning the provisions in the
regulations implementing the Toxic Substances Control Act (TSCA) that exclude
certain substances from reporting which are codified at 40 CFR 710.4 (d)(7) and
720.30 (h)(7). This provision is the subject of a working paper distributed by Mr.
H. P. Lau's letter of July 8, 1991, from the Office of Toxic Substances (OTS). The
documents we seek include the ones referred to in the earlier, but undated, related
letter from Joseph Carra from OTS. We understand that OTS has a data base
from which it should not be too difficult to identify the relevant documents sought
by this request.

This letter requests that releasable copies of the documents described
above be forwarded to this office promptly in accordance with the statutory ten
(10) day period. Please delete Confidentil Business Information from any such
document which is not releasable, per se.  You may take this letter as an

agreement and assurance that any seuarch and repreduction costs will be acceptable
up to »150.00." Should the cost exceed this pre-aoreed figure, please contact me to

Fee Category- Covwmesciall






. . KELLER AND : AN
Freedom of Information Office Heemrs

July 10, 1991
Page 2

indicate the total cost and to obtain our authorization for the cost involved.
Should you have any other questions concerning this request, please do not hesitate
to contact us.

Very truly yours,

~John B. Dubeck
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April 11, 1989

Mr. Charles [, Elkins, Director
Office of Toxic Substances
J.S. Environmental Protection Agency
401 M Street, sSw

Washington, pc 20460

Re: Tsca Pre-Manufagture Notification (PMN) Requirements

Dear Mr. Elkins:
letter is submitted op behalf of the Uu.s. Printing
ink industry by the National Association of Printing Ink
Manufacturers, Inc. (NAPIM) . ;

has recently interpreted the éxemption available in
Sections 40 CFR 720.30(h) (7) and
the reaction which occurs during the Solubilization of
acid functional pPolymers by the addition of ammon ium
hydroxide and/or organijc amines. This is both unreason-
able and impractical and as will be shown below, could
have a devastatinq effect on the Printing ink industry as
well as many other U.S. industries,

according to the 1.5, Census of Manufactures for the year
1982, Nearly two-thirds of the total number of printing
ink manufacturing facilities in the U.S. employ fewer than
20 employees, Approximately 315 of the 467 ink manufac-
turing facilities in the U.S. are operated by members of
NAPIM. Of the known 228 companies in the printinq ink
industry, NAPIM estimatBs that at least 75 companies with





miscible Co-solvent, ang then diluteg with a water/amine
mixture, 1p addition, there are Many different organic
amines which Ccan be used jn combination with these
Polymers,

Structure. The SOo-called amine "galg® would not be
Present in the dried filpm Since thig would render the film
water Soluble, an undesirable characteristic.
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Saction clearlv exempts py neutrallzation reactions and/or

even If EpA were to interpret Section 720.30{h){7] eo as
NOL to exempt the reaction jn question herein, j¢ is

number of companies using Similar, but different, combina-
tions, not only within the ink industry itself, but in
Oother industries as well, ’

coatings, thermo-setting coatings, furniture finishes ang
Mmany other applications), A similarp teéaction is ysegq by
manufacturers of consumer Paints; floor Polishes; rug

at the point of use. For example, this js routinely done
by many Printers ang Packaging converters using water
based Systems as wel] ag in the application of industrija]l
Product finjshes Such as,in the adutomotive or furniture
Manufacturing industries, If' EPA were to require PMN‘s
Such end uyse industries would also be adversely affected.

In fact, Naprm believes, based on jtg knowledge of the
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Jymes E. Renson
Executive Director
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OFFicg op
PESTICIDES AND Tox e SuesTAamcEg

Mr. James E. Renson ; ]

Executive Director

National Association of Printing Ink
Manufacturers, Inc.

47 Halstead Avenue

Harrison, NY 10528

Dear Mr. Renson:

This responds to your letter, dated April 11, 1989,
eXpressing concern on behalf of the U.s. Printing industry
regarding the Agency's interpretation of 40 CFR 720.30(h)(7) and
(8) as they relate to "transient Saltsgn formed during formulation
of water soluble or water dilutable ink Systens.

Acccrding to your letter, You state that it js A long-
standing Practice within the ink, paint, Coatings, ang other

720.30{h)(8). Further, YOu expressed concern that many users
also modify the base POlymers by addition of amine Solutions at
the point of use.

First, let me address the Agency's interpretation of these
Specific isgues before discussing the possible impact of this
Policy on the u.s. Printing jink and other related industries.

1) The Agency views "transient salts® as.reportable





Product,

2) The fact that g, chemigal Substance jg Manufactureq in
solut;on rathe; than in dry form does not qualify j¢ as
a Nonisolated lntermediate at 40 crr 720.30(h)(8). EPA

3) Regarding tpe modification of the base Polymer with

Initia} Inventory reporting period, there has been some question
e

Initial Inverntory Submissions to include the Specific salts that
were produced during the original Inventory reporting period,
Any such Ccorrection requests should be submitted jp accordance
with the information Yequirement set forth in the July 29, 1989
FEDERAL REGISTER (45 FR 50544)). we recognize that many Printing
ink Danufacturers relied on their Suppliers to report the base
Polymer for inclusion on the Injitia]l Inventory, Therefore, we
Suggest that You advise Your membersg that they shoulg contact
their Suppliers to initiate Inventory Corrections where
appropriate,. In reviewing and/or Processing these requests, we
anticipate that it will only be Recessary to add the various
salts of the Polymers to the Tsca IﬂVentory without removing the
entries for the base polymers themselves, g it is hecessary to





T2 3rE o bt et~ Neutraliza
- 3 2 ==a Ajency'g F4idance gn = o VB
3 Ry oha SuSmissicn, [T nay pe APPropriate to CCnNsolida~-5
Zdps 2 fany of these salts, ip wWhich case Potential pmy
Subnitters shoulq contact the TSca Section s Prenotice

on August 17, 1l9ss, Small businesses remit ;5 reduced fee of S100
for a pMy rather than the standarg $2,500 fee,

CDnsequently, at this time, 1 g
o meet with You on thig issue. If you have Specifie Questions
on this letter, Please contact Mary Cushmac at (202) 382-3745,

I hope that this letter responds to Your concerng Fegarding
this issye, Please let pne know if’r €an be of further

assistance,

I3
Charles/ 1,, Elkins

Director
Cffice of Toxic Substances

Enclosure

*
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' NATIONAL ASSOCIATION OF PRINTING INK MANUFACTURERS, INC.
47 Haistead Avenue. Harrison, New York 10528 / 914-835-5650

JAMES E. RENSON, Executive Director

June 1, 1989

Mr. Charles L. Elkins

Director .

Office of Toxic Substances (Room E539)-
U.S. Environmental Protection Agency
401 M Street, sw

Washington, DC 20460

Re: TSCA Premanufacture Notification Requirements -Issue
of Application to Transient Amine "Salts"™ Formed
During Formulation of Water. Soluble or Water
Dilutable Ink Systems

Dear Mr. Elkins: .

Thank you for your letter of May 18, 1989 concerning the
Agency's interpretation of 40 CFR 720.30(h)(7) and the
possible need to file PMNs on the transient salts formed
in the manufacture of water based inks.

Although you have set forth the Agency's position with
respect to transient salts, it is not clear why you
interpret 720.30(h)(7) to include only "incidental or un-
intended" reactions when this does not appear to be the
requirement of the subject section.

You have also suggested in vour letter that ink manufac-
turers should rely on their resin suppliers to file what
you consider to be "required" PMNs for transient salts of
the various polymer/amine combinations used in printing
inks. This does not, however, solve the dilemma of ink
manufacturers who formulate their own polymer/amine
combinations. Moreover, you completely ignore the fact
that NAPIM has no way of knowing what reactions are indeed
listed on the Tsca Inventory, nor has EPA proposed a
reasonable mechanism by which this information could be
obtained.

Finally, your letter does not clarify the position of
companies who have in good faith relied on 720.30(h)(7)
and have not filed PMNs. What will their position be
during any interim period pending resolution of the issues
we have raised or pending the results of the work group
review referenced in your lett®r? We believe that it is
critical that the Agency's position in this respect be
clarified as soon as :possible.

OD- 57+
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Page 2

Therefore, although we believe that a meeting between
industry and EPA is still required at an appropriate later
date, NAPIM will hold in abeyance our request for such a
meeting pending collection by NAPIM of further data on the
status of PMNs covering the printing ink industry.
Meanwhile, we trust that you will keep us informed on the
results of the work group review of the pH neutralizer
exclusion or any other development bearing on this issue.

We would especially welcome your guidance as to how we
could determine what polymer/amine reactions are currently
included in the Inventory without the need for each
individual printing ink manufacturer to request an
inventory search by filing a bona fide intent to manufac-
ture, '

Thank you for your consideration.

Sincerely,

jir

Exédcutive Director .

S— YT I L AR T ’ u.u-.‘.a Vorme
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Mr. Jamesg E. Renson

Executive Director -

National Associatjion of Printing Ink
Manufacturers, Inc.

47 Halsteaq Avenye

Harrison, NY 10528

Dear Mr. Renson:

This responds to your letter, dated June 1, 1l9sg9, Concerning
the Agency'sg interpretation of 40 CFR 720.30(h)(7) of the Toxic
Substancesg Contro] Act (Tsca) premanufacture notification (PMN)
FeJulations ang its applicability to "transient Salts" formeq in
the Manufacture of water based.inksras discussegq in my May 13,
1989 letter to you on this issye, In your letter You request
further clarification of severa] issues. ;

the use of additives ag described in 40 CFR 710.4(d)(7)."
Consequently, EPA maintains that "transient salts", eyen if
formed Solely to impart a Specific physicochemical
_characteristic, e.q., drying °f an ink Or coatings film, are _
'reportable Chemical Substances under Tsca Section 5 since they
‘are Manufactured for Commercia]l Purposes ag distince Chemica]

Secondly, Ou ‘seek a Teasonable mechanisn whereby jink

Manufacturerg who formulate their own polymer/amine Combinations
p ; . .

€Xpedite such Inventory Searches. Therefore, due to the special
circumstances surrounding this lssue, I ap recommending that you
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nan::ec:ured S5y your nenmbers. Further, j¢ 2 Specific Chemical
‘lentity jg Claimed ag Confidentja) business information (CBI) g
3 manufacturer, I suggest that the individual Company Provide the
onemicel identity directly o EPA jp 4 separate letter, claiming
the identity ag CBI, ang referencing Your bona fide Submissjon,
Your b fide request should reference My guidance on this

matter and pe Sent to the following address;

U.S.E.P.A.

401 M Street, S.W.

Washington, D.c. 20460

Attention: Chemica] Inventory Section,

Companies. This workgroup will include a representative from cre
Office of Enforcement and Compliance Monitoring to address

for an exXpedited Inventory Search as discussed above, ang
initiate Inventory COorrections or file pMNg for any Teportable
Salts that are not includeq on the Inventory, 4S discussed in my

Charles ., Elkins
Director
c Office of Toxic Substances

LY

v

Enclosure
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July 21, 1939
Geraidire v Cox. Ph 0.
02 SrEscent Tachnica) Cirecier

Mr. Charles . Elkins
Director

Office of Toxic Substances

Uu.s. Environmental Protection Agency
401 M Street, S.W.

Room 539 _ East Tower

Washington, D.c. 204560

Re: Scope of Exemp tion (h)(7) F%

Dear Mr, Elkins:

j??&#

T‘Mﬁm

letter for the Many companjes who have relied on the
eXemption from the TSca premanufacture Notice (PMN)
requirements in 40 C.F.R. § 720.30(h)(7).

Neutralizer ree Or (ii) a chemical Substance which ig
intended to impart 3 Specific physicochemical characteristic,
functions aS intendeq. " The amine sal;s described in your

The racterist
Within the literal Fequirements of exemption (h) (7). Thus,
Your conclusjon that the eéxemption doeg not apply is, in our
judgment, contrary both to the wording of the éxemption ang
its basjc intent, '

2501 M Sireet. NW, washington, Dc. 20037 202-887.1260 Tetex 89617 (CMA WSH)





exemption. uUntji) Tecently, EPA dig not provide any general
guidance indicating that reliance On the exemption was
misplaced. Now, however, Epa jg Proposing to redefine the
Scope of the €Xemption so it jg far narrower than its wording

éxempt from PMN requirements, For the many companies that
have relied on the wording of the éxemption, Epa has thus
changed lonq-standing regulatory requirements retroactively
and without any advance notice, #

which file such PMNS will not be Penalized for prior
manufacturing activities. Moreover, your letter fails to
address Several key questions about the criteria ang
Procedures for submitting Inventory corrections. Thisg
situation @Xposes companies who wish to comply with EPA's neyw
interpretation to significant uncertainties, risks and





. |

EPA'g Tegulations. Similar approach is warranted here,

Sincerely Yours,

.z/’
Geraldine V. Cox, p +Dis

Vice Président-Technical Director

CC: John Melone
Larry Culleen
Rick Picardi
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Geraldine V. Cox, Ph.D. '
Vice President-Technical Director
Chemical Manufacturers Association
2501 M Street, N.W.

Washington, D.c. 20037

Dear Dr. Cox:

Thank you for your July 21, 1989 letter expressing interest
and concern regarding my May 18, 1989 letter to the National
Association of Printing Ink Manufacturers (NAPIM) concerning the
Office of Toxic Substances! (OTS) interpretation of 40 CFR
720.30(h) (7) as it pertains to amime salts, or as NAPIM refers to
these salts as "transient salts", manufactured for commercial use
in the printing ink industry. 1In your letter . .you state, that in
your judgement, oOTS' determination that the exclusion from the -

the exclusion and its basic intent. as you are aware, I
recognize that the misinterpretation of 40 CFR 720.30 (h) (7) as
it relates to the PH neutralizer exclusion may be quite
widespread, and therefore have established an oTs Workgroup to
address the issues raised in NAPIM's letters, as well as similar
concerns raised by other companies. The wWorkgroup will be

workgroups, especially, as in this case, those that will include
discussions of confidential business information. 1In regards to
your request for a meeting with OTS staff, I do not believe it is

organizations. However, I believe OTs may benefit from further
discussions at a later date.





ST TRAT they awis- in sclution rather =han Lir dry fope doas =
AfZazft the réquirement “hat the Salts nust be - 2portac as e
chemical sSubstances. or3 believes that the formation of these
Salts results in a major compositional change and tha: they woulg

be considered distinct chemical Substances. This Pelicy is basaqg
upon CTS's long—standinq interpretation of the requirements of
720.30(h) (7) which has its basis in the understanding that
Congress intended that the Agency review all "newn chemical
Substances prior to commercial manufacture in order to ascertain
their potential risk at that time. while certain substances may
be exempted from Section 5 reporting by rule, at this time, oOTs
is not willing to conclude that salts of Substances already
listed on the Inventory, including polymers, will not Present an
unreasonable risk of injury to health or the environment,

I provided further comment on this issye to NAPIM in a
letter dated July 13, 1989, referring to the March 6, 1978
FEDERAL REGISTER Clarification (Vol. 43, No.44, p. 9256-7). 1In
its discussion of the corresponding Inventory reporting
requlation, 40 CFRrR 710.4 (d)(7), the Agency stated that the
formation of a salt which differs in Many respects from its basic
and acidic Precursors would not be excluded from reporting even
it its manufacturers solely intended to achieve a specific
pPhysicochemical Ccharacteristic of the salt. such salts are
manufactured as commercial Cchemical substances and are "not
formed incidental to the use of additives as described in 49 CFR
710.4(d) (7) ." Consequently, EPA maintains that "transient
salts", even if intended solely to impart a specific
physicochemical Characteristic, €.9., drying of an ink or
coatings film, are reportable chemical substances since they are
manufactured for commercial purposes as distinct chemical

Both CMA and NAPIM have provided additional information
regarding the adverse economic impact to members with relation to
the submission of PMNs as well as a concern for the potential
disruption of manufacturing and Processing operations throughout
the printing- ink industry while the Agency addresses these

concerns. In this regard, let me assure you that o7Ts recognizes

exclusion. Further, other bPolymer manufacturers in similar

To this end, I hive instructed the staff of the New Chemicals
Branch to assist potential notice submitters in the Preparation
of "consolidated" PMNs. Persons who intend to manufacture or
import two or more structurally related new substances are
eéncouraged to contact the Prenotice?Communications Coordinator to
obtain approval to submit a single "consolidated" notice for the
related substances. You should contact Mary Cushmac or Carol

- . TR e tims T RIS T o eyt i i e R i s
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Sincerely,

s ,
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&”-;g arles L. Elkins
C/ irector
Office of Toxic Substances
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July 26, 1989

RS RIT:

Mr, Charleg L. Elking ¢ I?}Sl:lij
Dlrector . !

Roaom 539 _ East Tower
Nashington, DC 20460

Re: ISCA Premanufacture Not;Fication Requirementa - Issye

The Nationa! Assaoci
{NAPIMJ Complete)

e

A
o





et Hheapl.. fag lack of SWELISH | g b of tne
T2Cessary vehisly Systems dye Lo what dPpears tg pe 3 New
;nteraretat;on Dy EpPa will cayge Serlaoys disruptign in the

in a very Substantga] loss ip Sales by the Printing ink
Lndustry. :

tory op whether Or not the Filing of PMN's 4p Inventory
corrections will be Fequired uynder EPA's new interprets.
tion, This jg now causing, angd will cause, g3 Serious





._ {22 maRE R 73 ¥t ;'1.emt3.‘_v ~:-Jr[‘=-:=:t'_0ﬂs 2lesen: g T
e s 2030lens anpg Fails tg Ameliarate the Situat:ion,
“Lrst the delay ;p Fil;ng Such correctiong Pposes g3
5ignificant and Costly problem of Potentia] interrupt:nn
of 2stabl:isheqy sales tg Customers, Second, in order tgq

fequest ;t+gq Polymer Suppliers tg file inventory Correc-

disclose such Combinatiogng to the polymer Supplier, the

tion or PMN without involving the base Polymer Supplier,
[t also Faises the question of selF-anrimination Cited by

taken g3 Survey of jtg members, Tgq date, 23 Companies gyt
of an estimated 45 who NAPIM believes are manufactyrerg
of water based ink Systems have_reported to NAPIM the

Sarily used jn combination With all of the identified
Polymers, Neither doeg NAP M hgve any knowledge of which

used with g sSingle Polymer tgo achieve desired Properties
in a Specific jnk sSystem. Horecver, NAPIM has No know-





law op wil] have the wish to do sa, Therefore, NAPIM
strongly €ndorses CMA' g Suggestign that 3] Polymers
Present]y being Manufactyreq be deemed tq include therr
amine salt forms,

7 T ;
Jdmes ‘57 nsaon
Xecutive Director

J e
enc,
cc: R, Picardj - Industry Liaison - ors

T O'Leary - CMaA ;
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August 2, 1989

M Charles L. Elking
Oirector

Office of Toxic Substances

United States Environmental Protection Agency
401 M Street, SHW

Room 539 _ East Tower

Nashington, OC 20460

Re: 71sca PremanuFacture Notification Requirements -Issye

Dear Mr . Elking:

This wil] fespond tog your letter gf July 13, 1989 which
W8S received jip this office on July 28¢h, We waould like
to comment on the "clarification" referenced in youyr
letter ang to consider how a bagna fFide inventory search
Fequest might be undertaken by NAPIM,

Llarification

First, we faj] tgq see the applicatiogn of the clarification
set forth jin 43 FR 9254.7 to the issue raised by your
current interpretation of 40 crR 720.30(h)(7). In this

i lon EPA gives ag examples sodium chloride and

i EPA stated that the

salts thys formed are nNot exempteq from Tsca Inventory
reporting. However, this dgeg not, in our opinion, apply
to the issuye with respect tg transient salts, The saltsg
referenced in the Clarification are clearly not transient
Since it is clear that they do not revert back tg their
initjiagl "pre-salg" form as ig the case with the transient
amine salts jin questiagn,





= LT G F W ; § g
.. 53 N tneae ciariﬁicat;Jn Far
i WHAER | s SXempted frgom In\entory
“eéporting,

R ELTTAE By T2 2XING . e Jivean

WUreover, the clarification does, indeed, Provide fgp
Consideratjign of intent when it States that "the twg
examples jn this paragraph are applicable when the lntent

Commercia] Purposes and not when the Chemicga] Substances

are formed incidental to the use gf additiveg 2SS desg-
cribed in 710.4(d)(?)-"

Inventory Search

Fequest gn behalf of our memberg, However, this wil]
Teéquire sgme further discussgon as to the Specific
Procedures tq be undertaken, In oyr Previouys letter of
July 26, 1989, NAPIM identifijeg 227 Polymers and 21
Organic amineg used in the Formulation of water based ink
Systems. Bgotn EPA ang NAPIM agree that the Chemica]
Structure of the 227 Palymers identified to qate wilill haye
to be disclosed to EPA in order tg conduct gan Inventory

There jg also an additiona] Point which must be cgon-
Sidered. ag W€ pointed gyt in our letter to you of Jyl,
26th, NAPIM doeg not have information on all the Specifje

excessgjve, However, jr NAPIM &ere given time tg further
explore the Survey Fesponses, we believe that it may pe





-S 3diceady listed in the Invento:y, we note that You haya
Teiterated your Fecommendatiogn that our members should
determine the Inventcryjstatus of the specific transient
salts in qQuestion., We 4o not see how they can 4dg Ehiigl.
Either thig requires knowledge of the chemical structure
of the base pPolymer gas listed in the Inventory {informa-

While it jg evident that the companies wguld Probably bha
willing to do SO in the case of commonly yused combina-

Specific Proprietary combinationsg, This isg Precisely the
Feason why NAPIM initially Proposed the pogsible alterna-
tive of Filing a bona fFide [nventory Search request gn
behalf of the inventory and, Presumably, why this racoq-
mendation was made 1n your letterp of July 13th,

£PA to which You have assigned the tasgk of examining thisg
issue. We therefore would like tgo fespectfully repeat
our request tg schedule such g meeting at g3 mutually
convenient early date,

Thank you for Your consideratiogn,

no.
no.
we
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TaLt Joncerning:

L& 1. substances which that
Jerson  manuiactured o the Tnited
3tates during calendar ¥ear 1977 at eacn
s1L8 for which -

"At Thirty percent ar Tare 2f the
vewght of the products Cistnouted from
that site consists of preducts of the types
descnbed under Standard Industria]
Classification SIC) Group 28 or 291 1, or

‘Bl The total pounds of reportable
chemical substances manufactured at
that site equals one mullion pounds or
more. and

‘4 Any chemical substance not re-
ported under paragraph fa) (1) (| of this
section that was manufactured at a site
during calendar year 1977 in quanti-
ties equal to or ETeater than 100.000
pounds.

NOTE.—Any Person who is a “smalj manu-
‘acturer.” as defined in §710.2 and who has
more than one ute, 15 €Xempt from separately

'2) Importers who must report con-

cemung chemical substances. Any per-
son who imported a chemical substance
N the United States for 8 commercial
pPurpose dunng calendar Year 1977 must
report concerning: .

1 All chemical substances which that
person imported into the United States
aunng calendar year 1977 i :

'A' Thirty percent Or more of the
weight of the products imported consists
of products of the types described under
Standard Industrial Classification SIC)
Group 28 or 2911, or

'B) The total pounds of reportable
chemical substances imported equals one
million pounds or more; and

1) Any chemical substance not re-
ported under paragraph (a)(2)§) of
this section that i
calendar year 1977 in quantities equal
o or greater than 100.000 pounds.

NoTE. —These reporiing requirements in-
ciude all chemical

Jarreis Packages,
tAirers. but do nat loclude chemical sub-
iances mported ag part of mixtures or
ATUcles.

'3 Other manufacturers and import-
€73 who should report chemical sub-
: In order to ensure that a
chamical substance is included in the
snutial inventory, any person who manu-
factures or lmports, or whe has manu-
factured or imported a chemical -sub-
stance (including the importation of a
chemical substance 88 part of a mixture
or an article) for a commercial purpose
Since January |, 1875, may report con-
cerning thag chemical Substance,

1) Any person permitted to report
under paragraph (a) ( 3) of this section
may either report individually or, in

FEDERAL REGISTER,

- .,"'.‘9.',’.;,".2 ) e il
2700 a5 nat included n the imit
nventory uof -

‘) The person has
the chemical substance ‘including use (n
the manufacture of A mixture or article
containing that chemica) substance) for
a commercial purpose since January 1,
1875, or

Processed or used

'2) Any person Permitted to report un-
der paragraph (b) of this section either
may report individually or, n accordance
with § 710.5¢f), may authorize a trade
association or other agent to report on
his behalf. *

NOoTE. —The premanufacture notification
requlrements of sectjon S(a) (1)} (A) of the
Act for manufacturers of new chemical sub-
stances and lmporters of new chemical sub-
stances in bulk wil begin 30 days after the
publication of the initial Inventory and wil
appiy to all chemucal substances not included
in the initial inventory. The premanufacture

- In addition, section 15(2)
of the Act as it relates to section 5a)(1)(A)
will not be 8ppiled o0 persons who proceas
Or uUse for & commercial Purpose chemical
Jubstances not on the lnventory unti] after
Publication of the revised lnvenbory.

‘cr Persons not subject to the initial
tnventory. Persons who have only pro-
cessed or used g chemical substance for
a commercial purpose are not subject to
the initial inventory requirements.

§ 710.4  Scope of the inventory ™
ta)

regulations.

th) Naturaily OCCUrTIng chemical sub-
tances automatically included.
chemical substance which is naturally oc-
curring and (1) which Is (i) unprocessed
or ‘i) processed only by manual, me-
chanical. or gravitational means; by dis-
in water; by flotation; or by
heating solely to remove water: or

2) which is extracted from air by any
means, shall automatically be inciuded
in the inventory under the category
“Naturally Occurring Chemieal Sub-
stances.” Examples of such substances
are: raw agricultural commodities; wa-
ter, air, natural gas, and crude oil; and
rocks, ores, and rals, i -

‘c) Substances e ed efinition
or sectign § (&) of ngil'."rhe following
substances are exchuded from the inven-
tory: o
(1) Any substance which is not con-
sidered a “chemica) substance" as pro-
vided {n subsection 3(2)(B) of the Act

DR == _,,..a

. . 1 i LT b t
WLese TERRNLNG tag La iy

AZpiles oniy ta ime MUXTUre and oeor e s
chemical substances of which the mixt.-e 5
comprised. The term "mixture ' inciudes a.-
loys, Inorganie glasses. ceramics, s, and
cements, including Portiand cement.

*3) Any chemical substance whnich s
manufactured, Imported, or processed
solely in small quantities for researcn
and development, as defined :n §7.02
'y), and

'4) Any chemical substance not man:;-
facturdd’™ processed or imported for 2
commercial purpose since January 1.
1975,

(d) Chemical substances ercluded
/rom the inventory The {ollowimg & em -
ical substances are excluded from the :n-

factured or processed for distmbution in
commerce as chemical substances per :e
and have no commercial purpose sepa-
rate from the substance, mixture, or ar-
ticle of which they may be a part.

Nore.—In addition, chemical Substances
excluded here wiil not be subject to pre-
manufacture notification under section 3 of
the Act.

‘1) Any impurity.
‘2) Any byproduct which has no -<m-
mercial purpose,

NoTE.—A byproduet %hich has commer-:3}
value only o municipal or privaze FTIrisa-
tions who (1) burn it as a fuel, @i, 1lspcae of
It 88 n waste, Including 1n & ianafiil or sor
enriching soll, or (i1) extract component
chemical Substances which have Cemmercial
value, may be reported for the ioventory. sug
w1l not be subject to premanufacturing sg-
tification under section 5 of the Act if not
Included,

(3) Any chemical substance which re-
sults from a chemical reaction that
Ooccurs incidental to exposyre of anotner

" chemical substance, mixture, jr iricle wo

environmental factors such as a'r. mois-
ture, microbial organisms, or sunlight.

(4) Any chemical substance which
results from a chemical reaction that
occurs incidental to storage of another
chemical substance, mixture, or article.

(5) Any chemical substance which re-
sults from a chemical reaction that oc-
CUrs upon end use of other chemical
substances, mxtures, ar articles such as
adhesives, paints, miscellaneous cleans-
ers or other housekeeping products,
fuels and fuel additives, water softening
and treatment agents, photographic,
films, batteries, matches, and safety
flares, and which is not itself manu-
factured for distribution in commerce
or for use as an Intermediate,

(6) Any chemical substance which re.
sults from a chemical reaction that oc-
Curs upon use of curable plastic or rub-

finishing compounds, ad-
or paints; or other chemical

VoL 42, noO. 247~ FRIDAY, DECEMBDER 23, 197y
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suits frr:rﬁ -a”r::-:r.icai Teaction that oc-
curs when ;v 3 stabilizer, colorant,

odorant, antiox:dant, ftiler, solvent, car-
rier. surfactant, plasticizer, corrosion
inMibitor, antifoamer or de-foamer, dis-
persant, precipitation ‘nhibitor, binder,
emulsifier, de-emulsifier, dewatering
agent, agglomerating agent. adhesion
promoter. flow modifier, PH neutralizer,
séquesterant, coagulant, flocculant, fire
retardant, lubricant, chelating agent, or
quality control reagent functions as in-
tended or (ii) a chemical substance. sole-
ly Intended to impart a specific physico-
chemical characteristie, functions as in-
tended.

‘8) Chemical substances which are not
intentionally removed from the equip-
ment in which they were manufactured,

NOTE.—See note to definition of “inter.
mediate” at § 710 2(n) for explanation of
“equipment in which it WAS manufactured.”

§ T10.5 How to report.

‘a) General instructions. (1) Except
for small manufacturers or small import-
€rs, any person who is required to re-
port under §710.3(a) (1) or (2) shall
follow the reporting procedures of para-
graphs (b), (¢), and (d) of this sec-
tion,

(2) Any person who reports under
§710.372)(3) shall follow the reporting
procedures of paragraphs (b), (¢), (d)
‘1) and d) () of this section. In addi-
tion, the Agency encourages these per-
sons to report in accordance with para-
graphs (d)(2) and (d) (4) of this sec-
tion. A trade association or other agent
Tnay report aggregated production data
under paragraph (d) (4) of this section.

{3} Any person who is required to
report under § 710.3(a) (1) or (2) and
who is a small manufacturer or small
Importer as defined in §710.2 shall foi-
low the reporting procedures of para.
graphs (b), (¢), and (d) (1) and (3)
of this section éxcept that such person
{s exempt from reporting production
volume (for quantities less than 100,000
pounds) and site information,

(4) Any person who reports under sec-
tion 710.3(b) shall follow the reporting
procedures of paragraphs (b), (c), and
tdrily of this section.

(b)Y  Reporting the identity of g
chemical susbtance. (1) Any person re-
porting under these regulations should
first read and carefully follow the re-
porting instructions, “Reporting for the
Chemical Substance Inventory,” pub-
lished by and available through EPA.

f2) To report a chemical Substance, a

List. For assistance in using the Candi-
date List, consult the “Guide to the Use
of the TSCA Candidate List of Chemical
Substances.”

- _._Mum—--\-#

It
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COerS TEy ceport SEVeral chem:icaj suo- Lostances —} 2,

Tireewd 4 e Pl o
-ances manufactured at different gtes fot distnbute the chemiea) substanze,
onone form, as appropriate, OF any mixture or article containing thav

i4) To report a chemical substance substance, for comme
found in the Cand.icl}:te List, or tn an side that site.
amendment to the t. a person must
complete, sign, and submit EPA inven- mf;“';:f“ féquirement does not appiy
tory report Form A (EPA Form No. 7710.. palers,
3A). All forms, A through D, have OMB (4) Report the amount of the chemical
No. 1585 77011, . substance which the person manufac-
t5) Toreport 8 chemical substance not tured at each site and, or Imported dyr.
found in the Candidate List, or |n AR Ing calendar year 1977. For each syb-
amendment to the lst, but for which stance, ‘repoet the digit ‘e g., 0 througn
there is a Chemical Abstracts Service g, which corresponds to the appropriate
(CAS) Registry Number, a person must volume range. according to the tollowing
complete, sign and submyjt EPA Inventory table. Enter “N" | the space provided
report Form B (EPA Form No. 7710-3B). for production Amounts if the person
{6) To report a chemical substance did not manufacture or import the sub-
which is not found in the Candidate List, stance during calendar year 1977. Smail
or In an amendment to the list, and for manufacturers or importers, as defined
which there (s no known cas Registry in §710.2(x), should enter “X" in the
Number, a person must complete, sign, space provided for production amountg
and submit EPA Inventory report Form of less than 100,000 pounds (45,400 kilo-
C (EPA Form No. 7710-3C). Persons grams). If a small manufacturer or im-
must describe chemical substances on porter reports these production amounts,
Form C as specifically as possible, in 8C-  that person shall enter both "X and the
cordance with the Instructions published 8opropriate digits reg., X0, X1, or X2),
by EPA, “Reporting for the Chemical pop other production ranges, do not in-
Substance Inventory.” clude an “x" feg., 3 through 9). Trade
‘1) To report a chemical substance gssociations or other agents should en-
whose chemical ldentity is claimed to be tep var In the space provided for pro-
confidential, a person must complete, duction amounts. If trade asseciations
sign, and submit EPA inventory report o 88€nts report production volumes,
Form C (EPA Form No. 7710-3C) 1D they should enter both “A" and the ap-
addition. he must substantiate t.hz claim Propriate digits (eg., A2 or 4g)
that the chemical {dentity is confidential b
at the time he submits the form to EPA, kilograma, 288 1000 pounds: Less :nan ¢4
In accordance with instructions pube- :

(1} 1,000 to 10.000 unds: 454 o0 4.540
Ushed in “Reporting for the TSCA In. Ty peaik: Bt

relal purposes out-

ventory" and section 710.7. (2) 10000 to 100,000 pounds: 4540 o
NoTez.—The reportt Instructions also de- 45.400 kilograma.

scribe a npomg: hnfm D (EPA Porm No. 13) 100,000 to 1 milllon pounds; 45.400 to

7710-3D). This s for additional voluntary 454.C00 kilograma. .

reports which may be submitted by any per- {4) 1 millon to 10 milllon pounds: 454,000

800 Who manufactures trademarked products !0 ¢.54 million kilograms.

comprised of chemical substances and s not (5} 10 milllon to 50 milllon pounds; 454

& substitute for any of the reports required milllon to 22.7 millten kKilograms.

by these regulations. (€) 50 milllon o 100 million >ounds: 22,7

- mtlllon to 456 4 million kilograms.

{c) Reporting polymers. (1) To report {7) 100 million to 500 million puunzs; 45 4
8 polymer a person must list in the de= minion to 227 milllon kilograms.
scription of the polymer compogition at (8) 500 million to 1 billjon pounds; 227
least those monomers used /at greater million to 454 milllon kllograms.
than two percent {by weight) in the mm over | billlon pounds; over 454 milllon
manufacture of the polymer. s o

(2) Those monomers used at two per- {A) Trade associations o other agents
cent (by weight) or less In the manufac- (@) Importers. (1) Any importer who
ture of the polymer may be included 88 reports g chemical substance for the in-
part of the description of the polymer ventory may authorize the foreign sup-
composition. plier of the Imported chemica] sub-

NoTE.—The ‘percent (by welght)" of a Stance(g) to report to EPA on his behalf,
monomer ts the weight of the monomer ex- |f both the foreign supplier and the im-
pressed as s percentage of the weight of the porter sign the declarations provided on
Polymeric chemical substance manufactured, the reporting forms. A forelgn supplier

(d) Reporting other information con- Mmay authorize an agent to act in his
cerning a chemical sudbstance. (1) For behalf.
purposes of the tnitia] inventory, desig- (2) The importer has the wltimate re-
nate whether the person manufactures sponsibility for reporting all information
and/or imports th chemical substance. required by this Part and for the com-
For purposes of r.ge revised inventory, pleteness and truthfulness of such infor-
designate whether the peldon processes mation. If certaln Information s not or
and/or Imports the chemical substance. cannot be provided by the foreign sup-

(2) Report the site(s) at which the pller or his duly authorized agent, [t
person manufactures and/or imports the must be provided by the importer.

FEDERAL REGISTER, VoL 42, NO. 247—smiDAY, becemaEr 23, 1977





AN I3 of Fnethar 1o also a by.
Eroduct or an impurity, If g chemiecal
substance s manufactured or tmport-
ed for commerefal purposes as defined
In §710.2(p), it (35 subject to the regula-
tions as provided |n §710.402). Accord-
lngly, that substance should be inelud-
ed on the Inventory. In such cases, the
fact that 1t may be an impurity op by-
product as well, in no way makes |t In-
eligible or excluded from the inven.
tory. &

XV. DEFINTTION OF INTERMEDIATE

In §710.2(m) the term “Intermed|-
ate” [s defined In part as any chemical
substance "intentlonally removed
from the equipment In which it is
manufactured.” This phras
fled in a note to Include “the reaction
vessel in which the substance was

-hrough which the chemical may flow
during a continuous flow process, but
does not Include tanks or other vessels
in which t+ - chemical substance is
stored after . , manufacture,.*

Some manufacturers have ques-
tioned whether “storage” for a period
of two or three hours is still consid-
ered to be part of a “continuous flow
pProcess.” Without a complete descrip-
tion of the manufacturing operation,
It is difflcult to glve a precise answer,
In general, any chemlcal substances
which are held temporarily In an oth.-
continuous flow. process for
Jurposes that are clearly related to
the necessity of the manufact
process—such as heating, cooling, fil-
tration or reaction—are not considered
while those that are held
purposes of storage
would be considered reportable. If
manufacturers have furthey questions,
they should consult EPA individually,

NatomaLry Occurring Sussrances
VL COMMENT 73, 43 FR 04589

Several questions have arisen con-
cerning the responss to Comment 73,
It needs to be amended in two Te-
spects. First, the Comment States that
“natural rubbep” which is formed
after chemical coagulants are added to
the latex are not ln the
“naturally occurring substances,”

mmmqnmnmmﬂm

SAtumdl o rossas Yid D2 tregtad
.nder the category of “naturally oe-
curring substances, '

Comment 72 also refers to “caleclned
€lays,” which were identified as '‘ca).
cinated clays.”

ExcLuoen Svesrances

XVIL BUBSTANCES RECULATED UmpER
FFoCA

Some manufacturers have asked
whether they should report animal
foods and food additives for the inven.

are Included within the mearing of
"food and food ‘additives” under the
Federal Food, Drug, and Cosmetie Act
(FFDCA). Chemical substances which
Are manufactured solely for use as
foods and food additives are excluded
from the Inventory and must not be

reported; (Bee # 710.2¢h) and
T10.4(eX 1) and Comments 37, 40, 41,
and 42.)

- Chemical substances which are man.
ufactured for bdth feod and non-food
purposes should be reported for the
Inventory (unless they are "naturally.
occurring chemieal substances” as de-.
fined In §710.4(b)) (See Comment 37).
In reporting the production volume of
& chemical substance which i8 many.
factured both for a TSCA purpose(s)
a3 well as an. excluded purpose(s),
manufacturers should report only the
volume which |is manufactured fop
Don-exempt use(s).

Rrrorring Forms

XVIIL CORPORATE NAME ARD AUTHORITZED
OFFICIAL

Several persons have ssked whether
the name of s subsidiary or its control-
ling corporation should be used for
the “corporate name~ in Block IT of
the report forms. Who should sign the
Certification Statement, an official of

letter with the certification statement
written to apply to all attached forms?
The name of the domestie corpora-
tion's “top domestie tier” (lLe. the
parent domestie controlling corpora-
tion) should be reported in Block IT.
Do not enter the name of any non-do-
mestic corporation In Block Il. Any
person authorized by the su
may sign the certification statement.
Each form submitted must be sepa-
rately signed. EPA wil] not accept a
cover letter in lleu of signatures on
each form.
XTX. POSTCARD ADDRESS
report forms are designed so
that the address entered in Block ITI
will carbon copy onto the attached
posteard, This will be re-
turned to that address to verify EPA"
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the posreard z=en =
ternative address, remove the carz.
paper which g Interleaved betwea
the Submitting Company Copy ar
the postcard before completing Blor
III of the Form. On the postcar
enter the address to which the car
shou!? be gent. Do not. howeve:
detach the postcard from the rest -
the form to Insert Eeparately in s tyo.
writer, for example. The postcar
must remain attached to the forms.

XIX. REPORT 19077 PRODUCTION OoNLY

If a reported chemical substance =-
not manufactured durtng 1977 but =-
manufactured (n 1978, severa] persor
have asked whether a manufacturer -~
Importer may voluntarily report t-
1878 production range (Le., N2 7~
1978).

Manufacturers and Importers shou.
report only the production for cale-
dar year 1977, They should enter onl
“N" in the production range column
they did not manufacture or impnr
the substance during- 1977. EPA dce
not plan to record 1973, 1978, or 19-
production ranges which are volunta-
Uy reported. Productfon range entrs
such as “N2" couid be easily misinter
preted to mean X2~

IXI CLARIFICATION OF § 110.4(dX 1)

Bectlon T10.4(dX 7D of the Decem-
ber 23, 1977, regulations excludes from
the inventory chemical substances
which result from a chemical reaction
that occurs when g number of specif!c
classes of materials function as intend-
ed. This provision lists many additives,
such as stabilizers, antl-oxidants, sur-
factants, corrosion ‘nhibitors, and che-
Paragraph (dX7Txi) of
excludes from the inventory
chemical substances formed when

ther additives, intended solely o
im ysicochemical char-
acteristics, function as intended.

Consistent with paragraph (dXTXiD),
the chemical substance formed when
cotton Is bleached would be excluded.
The bleach s intended’ solely ‘to
change & specific physico-chemicat
characteristic of the cotton, and not to
make a major compositional change
which alters its general character. In
contrast, the reaction of sodlum hy-
droxide with hydrochlorie acid, form-
Ing sodium chloride results in a chemi|-
cal pubstance which differs in many
respects from its basic and acidic pre-
cursors. Sodium chloride, thus formed,
would not be excluded from the inven-
tory under §710.4¢dXT) even If Its
manufacturers solely Intended to
achieve & specific physicochemical
characteristie of the salt. Similarly,
the sodium sait of g fatty actd, formed





tRlvag g fomme-rcia] PUrposes and
2L Than the chemieca) Substancesg are
[ermag lneidenta) o the use of addj.
tives ag described (n H T10.4tdx7),

xxar. SUBSTANCES HJ\.“'-’_‘P!m FROM
TN owy REACTANTS

The following Problem hag been
ralsed, Ma.nurac-turer B buys Substance
X from Ma.nu.factu.rer A. B does not

0% what X g, B produces substance
Y using x 85 a8 raw materia], B cannot
nName Y because B does not Enow what
th.Buab!ebodeseﬂbeYlnbe
Its p of manufacture, l.nc!ud.inx 8
descript!on of the p
¥ould have to report Y op
How should B report v?

B should ask A to Identity x If A re.
fuses to Identify x g would describe
the process by which It makes y on
Form C, 1 describing X, B would have
to state ever that

the person from vhom B burch
the substance X, any trade Names op
Identities undep which B knowy X, any
chemica] Identity Information B
knowsg about x: and
that A refuses to gj
) 3

In order ¢o determine the identity of
Y. Epa would contact 4 using the In.
formation brovided vy g, EPA woulq
ask A to identity x aftep infotming A
of the PUrpose for Fhich the request
Was made. Rnowing the identlﬂmuon
f uld furthep Identify ¥

X If that s
A (eithep because the Hentity (g confj.
dentia] for ol

Or because the link betweenxm Als
confidential), EPA d s

the identity of Y o the Inyentory and

situations B'would
the identity of b N {4 manufacturerg
re concerneg
golution woyjq
Identjty of XtoB under some type of

the Statement-

b \ i

kot y

3 35,1 na L :-3' ‘-:—f-::fite 'y -—:re
~reciseiy for Fedorting ta EPA

Conrmy
xxXrir. FPORM ¢ ConrID

Many

for the Chemica)
tory" (Décember 1977). ese
tlons address suhsuntlsuon of
that the Specifie chemjca] Identity of
the chemica] Subs

tance
Form C s confidentia), The questions
to ob

are designed
from the man
€nable the EPA ¢
make g

ust
case possible to 5Upport a denia) p
‘on con!ldentia.uty. Th

Supplled by the manuf ;
the basig of the decision made by Epa
an be used to SUbport the decy.
sion. There!ore. it is in the mmanufae.
turer's best interest to answer aj) these
Questions in detail and ag Specifically
&8 possibia,

-EPA Iz 8Pproaching thig
confidentia) identities with a bresump.
Hon thag each ¢h
gh

that the Public and the courtg
‘When EFpjy decides tg treat
chemieca] Identities ag confidentia) for
Purposes of the Inventory,
Question |- “What h

to your Competitive Position, if any,
you think would resy)
tity of the chemical gybs

Ing on the ‘anentory? How

Efogr a -

to the patent ag | applies tq ’:l

chemiea] ce? If the chemi~—
Substan has been Patented -
therefore been disclogsed through ¢

batent, why should it be treated
confidentia) for Purposes of the Inver
tory?
If & chemjca) Substance dentity ».
disclosed In a Patent, it g ava:
able anyone whog searchesg :-
ure. If the chemjea] s
stance Identity for whieh the person -
ding hag appeared (n g paten:
the person must explain Fhy the spe.
cifie Identity s =tin confidentia] r--
Purposes of the Inventor'?. FPra recog.
nizes that there are Ases where tha
chemjcal'ldent!ty has appegreq In g
Patent ang yet would sty
for confldentia] treatment
ventory,

Question ¢: “Hag the Identity of tne
chemica) Substance been kept confi.
dential to the extent that your ctom-
Petitors do not know |t i being many-
factured op Imported fop & commercia)

Commercia) Purpases, 17 s al-
WD, placement of the specif.

fe identity opn the !nvent.ory would not
reveal an further because the
lnvent-ory not con mpany

co
hames op ldent!!lcntlon of the Bspecific
ind o whieh the particular
is manufactured.

Journals, Ubraries, of
state, local, or federal agency publie
flleg?™

be
ported for g Commereia] purpose?"





Fonm b AR o
TN Ne el 3uDSlance 15 Ty Se
neprettiafe or required within the seg
cf cunducting a research and
development activity.

[ "Test data” means daty from 4
furmal or informal test or 2y periment,
including information concerning the
nhjectives, experimental methods and
Materials. protocols, cesults, daty
nalyses, recorded observations.
monituring data. measurements, and
conclusions from a test or RXperiment.

lew) “Test marketing” mecans the
«hstribution in commerce of no more
than a predetermined amount of «
chemical substance. mixture, or article
tontaining that chemical substance or
mixture. by a manufacturer or processor.
to no more than a defined aumber of
potential customers to explore market
capability in a competitive situation
during a predetermined testing period
prior to the broader distribution of that
chemical substance, mixfure. or article
in commerce. :

(hh) “United States.” when used in the
geographic sense. means all of the
States.

Subpart B-—Appllcability

§720.22 Persons who must report,

(4] (1) Any person who intends to
manufucture a new chemical substance
in the United States for commercial
purpuses must submit a notice unless
the substance is excluded under
§ 72050,

(2) If a person coniracts with a
manufacturer to manufacture or produce
a new chemical substance, and (i} the
manufacturer manufactures or produces
the substance exclusively for that
person. and (ii) that person specifies the
identity of the substance, and controls
the total amount produced and the basic
technology for the plant process, that
person must submit the notice. If it ig
unclear who must report, EPA should be
contacted to determine vshtﬂmst submit
the notice.

(3) Only manufacturers that are
incorporated, licensed, or doing
business in the United States may
submit a notice. .

(b)(1) Any person who intends to
import a new chemical substance into
the United States for commercial
purposes must submit a notice, unless
the subustance is excluded under § 720.30
or unless the substance is imported as
part of an article.

e

A termine L ante BLialit = 8 B T

Aoliie for that iransaction,

i720.25 Determining whether a chemical
substance is on the Inventory.

(4} \ new chemica] substance is a
chemical that is not on the Inventory.

(bH1) A chemical substance i3 listed
oa the Inventory by specific chemical
name 1f itg ideritity is not confidential. If
its identity is confidential, it 1g listed by
specific name in the confidential portion
of the Inventory. The confidential
chemical substance is also listed on the
public Inventory by a generic name
which masks the specific identity. A
person who intends to manufacture or
import a chemical substance not listed
on the Inventory by specific chemical
name may ask EPA whether the
substance is included on the
confidential Inventory. EPA will answer
such an inquiry only if EPA determines
that the person has a bona fide intent tu
manufacture or impoft the chemical
substance for commercial purposes,

{2) To establish a bona fide intent to
manufacture or import a chemical '
substance. the person who proposes to
manufacture or import the substance
nust submit to EPA:

(i} The specific chemical identity of
the substance that the person intends to
manufacture or import.

(ii) A signed statement that the person
intends to manufacture or import that
chemical substance for commercial .
purposes. -

(iii) A description of the research and
development activities conducted to
date, and the purpose for which the
person will manufacture or import the
chemical substance.

(iv) An elemental analysis.

(v) Either an X-ray diffraction pattern
(for inorganic substances), a mass
spectrum (for most other substances), or
an infrared spectrum of the particular
chemical substance, or if such data do
not resolve uncertainties with respect to
the identity of the chemical substance,
additional or alternative spectra or other
data to identify the substance.

(31 If an importer cannot provide all
the information required by paragraph
(bX2) of this section because it is
claimed confidential business
information by its foreign manufacturer
or supplier, the foreign manufacturer or
supplier may supply the information
directly to EPA. .

(4) EPA will review’ the information
submitted by the proposed manufacturer

=y

centdentiag crem e, sual g o

3 L0 e 2wy of thes Chapte o=y

wnformation ‘equested under
720.85(b)(3)(iii).

{3} If the propused manufacturer ue
importer has shown a ung fide intent vy,
manufacture or :mport the substance,
and provide sufficient urambiguous
chemical identity information so EPA
can make a conclusive determination of
the chemical substance's Inventary
status. EPA will search the confidentiai
Inventory and inform the sruposed
manufacturer or importer whether 'ne
chemical substunce is on the
confidential [nventory.

(6) If the chemical substarce '3 found
on the confidential Inventory. EPA w,]]
notify the person(s} who origindily
reported the chemical substance that
anocther person has demonstrated a
bona fide intent to manufdacture or
import the substance and therefore was
told that the chemical substance is on
the Inventory. .

(7) A disclosure of a cunfidential
chemical identity ta a person with a
bona fide intent 10 manufacture or
import the particular chemical
substance will not be considered 4
public disclosure of conjidential
business information snie- secton 14 of
the Act.

(8) EPA will answer an ImMquiry on
whether a particuias chemycaj substance
is on the confidemtial Inventory within
30 days after receipt of 4 complete .
submission under paragraph (b}{2) of
this section {OMB Canrrol No, 2070~
0a22).

§72030 Chemicais not subject to
notification. requirements.

The following substances are not
subject to the notification requirements
of this Part:

(a) Any substance which is not a
“chemical substance" as defined in
§ 720.3(e}.

(b) Any mixture as defined in
§ 720.3{u).’

(c) Any new chemical substance
which will be manufactured or impacted
in small quantities solely for research
and development under § 720.38.

(d) Any new chemical substance
which will be manufactared or imported

'hmmwemﬂumnm
OF impurtad as part of & mivture s subject W the
fequirements of this Part Thie exclusion ayplies
only to 2 mixture ss @ whole und not to amry
chemical substances which are part of the mmxture
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(2 ARy byaroduct i e cnly
-smmercial purpose is isr ysa by public
Jrprivale arganizations thay {1) bum it
as a fuel, (2t dispose of it as a wasta,
including in a landfi]] or for enriching
soil. or (3) extract component chemical
substances from it for commercia]
Purposes. (This exclusion only applies to
the byproduct: it does not apply to the
component substances extracted from
the b;.“producl,}

(h} The chemical substances
described below- (Although they are
manufactured for commercial purposeg
under the Act, they are not
manufactured for distribution in
commerce as chemica] substances per

(1) Any impurity, .

(2) Any byproduct which is not used
for commercial purposes.

{3) Any chemicaj substance which
results from a chemical reaction that
occurs incidenta] to exposure of another
chemical substance, mixture, or article
'o environmental factorg such as air,
moisture, microhial organisms, or
sunlight.

(4) Any chemical substance which
results from a chemical reaction that
occurs incidental to storage or disposal
of another chemica substance, mixture,
or article.

(5) Any chemical substance which
results from a chemical reaction that
occurs upon end use of angther chemical
substance, mixture, op article such as an
adhesijve, paint, miscellaneousg cleanser
or other housekeeping product, fue]
additive. water softening and treatment
i%ent. photographic film battery, match,
ot safety flare, and which is not itgelf -
Tanufactured or imported for
distribution in commerce or for uge ag
40 Intermediate.

(8] Any chemical substance which
results from a chemica] reaction that
SCCurs upon use of curable plastic op
rubber molding compounds, inks, drying
oils, metal finishing compounds,
adhesives, or paints, or any other
chemical substance formed during the
manufacture of an article destined for
the marketplace without further
chemical change of the chemical
substance except for those chemical
changes that occur ag described
elsewhere in thig paragraph.

i R o] Lhrd I -Z-‘{'J:lﬂ‘,‘_‘?‘
CIPerSAnt precigiiation inhibitor,
Stnder, emulsifier, deemulsifier,
dewatering agent, agg!omeraling agent,
adhesion promoter, flow modifier, pH
neutralizer, sequesteran, coagulant,
flocculant, fire retardant, lubricant,
“helating agent, or quality contro|
reagent functiong ag intented, or (ii) a
chemical substance, which is intended
solely to impart g specific °
physiochemical characteristic, functions
as intended.

(8) Any nonisolated intermediate.

§720.36 Exemptions for research and
development.

(a) This Part does not apply to a
chemical substance if:

(1) The chemical substance ig
manufactured or imported only in smal]
quantities solely for research and
development.

(2) The manufacturer or importer (i)
evaluates the chemical substance jn
accordance with Paragraph (b) of thig
section, and (ii) notifies all persong
engaged in experimentation, research, or
analysis on the new chemical substance,
including the manufacture, Processing,

‘use. transport, storage, and disposal of

the substance associated with research
and development activities, of any rigk
to health, identified under paragraph (b)
of this section, which may be associated
with the substance, in accordance with
Paragraph (c) of this section, A
technically qualified individual must
ensure the adequacy of the notification.

(3) The chemical substance is uged by,
or directly under the Supervision of, a
technically qualified individual,

(b)(1) The manufacturer or importer
must evaluate any information or test
data in its possession or control to
determine whether there is reason to " ;
believe there ig any risk to health
associated with the chemical substance,

is information muygt include:

(i) Any information concerning any
significant adverse reaction by persons
exposed to the substance which may
reasonably be associated with such
exposure.

(ii) Any information provided to the
manufacturer or importer by a supplier
or any other persan concerning a health
risk believed to be associated with the
substance, ;

(2) In addition, the manufacturer or
importer must determine whelher the
substance ig subject to any ryle or order
Proposed or Promulgated under section
4.5, or 6 of the Act: or the notice

-
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“¢ dssociated wity ke JLostance.

{c) The manufacturer pr ‘mporter mus*
assure that persons are notfied by
means of a container labeling system,
conspicuous placement of notices in
areas where exposqre may occur,
written notification to each person, or
any other method of notification which
adequately informs persong of risks
which the manufacturer or importer has
reason to believe thay be associated
with the substance, ag determined under
baragraph (b) of thjs section. The
adequacy of the Naotification is the
responsibility of the manufacturer or
importer. If the importer is not the
manufacturer, it ig the importer's

the substance, [n making such
2valuations, the importer must obtain
that informatjon described in paragraph
(b) of this section which is reasonably
ascertainable.

(d) Upon request, the manufacturer op
importer mugt make available 1o EPA =
any information evaluated by the 5
manufacturer or importer in determining
the need for notification under
Pparagraph (a)(2)(ii) of this section.

(e) The requirements for thjs
éxemption apply to al] new chemical
substances, including chemica
substances manufactured or imported
under such an exemption before the
effective date of thig rule,

§ 720.38 Exemptions for test marketing.

(a) Any person may apply for an
éxemption to manufacture or import a
new chemical substance for test
marketing. EPA may grant the
éxemption if the person demonstrates
that the chemicaj substance will not
present an unreasonable risk 1o injury to
health or the environment as a result of
the test marketing,

(b) Persons applying for a test-
marketing exemption should provide the
following information:

(1) All existing data regarding health
and environmental effects of the
chemical substance, including physical/
chemical properties or. in the absence of
such data, a discussion of toxicity based
on structure-activity relationshipg (SAR)
and relevant data on chemical
analogues,

(2) The maximum quantity of the
chemical substance which the applicant
will manufacture or import for test
marketing.
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January 25, 199q

Ms. Linda Fisher
Assistant Administrator

for Pesticidesg and Toxic Substanceg
Office of Pesticides and Toxic Substancesg
0.5, Environmenta)l Protection Agency
Room 635 - Fast Tower
401 M Street, gw
Washington, DC 20460

Dear Mg, Fisher:

The National Association of Printing Ink Manufacturersg
(NAPIM) g the national trade association Fépresenting
small, medium and large Printing ink Manufacturers jp the
T.8. Its 85 Members account for almost 90% of the total
U.S. sales of Printing ink, Total shipments of Printing

a total of 4¢7 manufacturing facilities, Nearly two-
thirds of these facilities in the U.s, employ fewer than

e are Very concerned about the Fnvironmental Protection
Agency's (EPA) re—interpretation of the exclusion of
certain salts get forth in 720.30(h) (7) of the Toxic

will extend TQCA requirements'well beyond the chemical
manufacturing Sector, placing major compliance burdens on
firms with little familiarity with TsSca.

The impact on our industry will be widespread and signifj-
cant compliance with Rpa'g interpretation will require
Printing jink Manufacturers to file hundreds of Premanufac-
ture Notificationg (PMN) ang inventory Correction
Fequests, Not only will this action cause a severe
administrative burden, but could cause Serious interrup—
tion of production jn our industry as well as other
industry sectors, 0TS, too, will fage a major problem
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reviewing and processing the large number of PMN's and
inventory correction requests which will require a great
expenditure of OTS' resources. 1h1q new interpretation of
the exemptlon is contrary to OTS' current policy
initiatives and expressed goal to reduce the workload
caused by filing PMNs.

OTS has established. a work group to review the application
of 40 CFR Section 720.30(h)(7) to salts, but no recommen-
dation will be forthcoming until the spring of 1990 at the
earliest. It also seems that the work group is not
reexamining all the aspects of the re-interpretation. 1Its
act1v1ty seems focused only on accomplishing the applica-
tion of EPA's current interpretation with which we
vigorously disagree. Companies that have acted in good
faith are now placed in jeopardy of substantial civil
penalties and possible criminal liability while this
matter is being reviewed,

We strongly believe that the policy making officials of
OTS should review this matter and that our industry
actively participate in that rdview., We also believe the .
current interpretation, that a wide variety of salts are
subject to TSCA PMN requirements, is contrary to the
wording of the regulations and the long-standing under-
standing of industry; therefore, compliance and enforce-
ment actions should be suspended until this issue is made
clear through confirmation of industry's prior under-
standing of the law's reguirement or by EPA rulemaking.

I urge you and your senior staff to become personally
involved in resolving this potentially damaging situation.

Sincerely,

] % X
i ‘ 'r_.l (_,'-__4"{?‘,.\
///"yﬁames E. Renson
s Fxa2cutive Director
ijr '





UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
s WASHINGTON, D.C. 20460

= ) MAR 2 7 [990 OFFICE OF

PESTICIDES AND TOXIC SUBSTANCES

Mr. James E. Rensen

Executive Director

National Association of Printing Ink
Manufacturers, Inc.

47 Halstead Avenue

Harrison, New York 10528

Dear Mr. Rensen:

I am writing in response to yYour letter dated January 25,
1990 to Ms. Linda Fisher, Assistant Administrator for the Office
of Pesticides and Toxic Substances, regarding the Office of Toxic
Substances' (OTS) interpretation of*the premanufacture
notification (PMN) requirements at 40 CFR 720.30(h) (7) as it .
relates to the manufacture of amine salts and the exclusion for
PH neutralization. :

As previously discussed in my May 18, June 29, and November
7, 1989 letters to you on this issue, OTS' position remains that
the amine salts (which You have characterized as "transient
salts"), that are not listed on the Toxic Substances Control Act
(TSCA) Chemical Substance Inventory, are subject to the PMN
reporting requirements at 40 CFR 720. In your letter you state
your opinion that this policy is a new re-interpretation of the
PH exclusion from PMN reporting cited at 40 CFR 720.30(h) (7).
You also state that accordingly the so-called "transient salts"
should be excluded from reporting. Contrary to your opinion, it
has been oOTS! long-standing policy, since the TSCA Initial
Inventory reporting period, that salt forms of substances
manufactured for a commercial intent are reportable chemical
substances, regardless of the physical state (liquid vs. solid)
in which they exist or the length of time that they exist. As
stated in my November 7, 1989 letter, reporting obligations under
section 5 of TSCA are based on the clear intent of Congress that
the Agency review all "new" chemical substances prior to
commercial manufacture in order to ascertain their potential risk
of injury to human health or the environment. Further, 0TS’
policy has been explained in public meetings on TSCA issues and
this interpretation has been provided to numerous companies on a
case-by-case basis since 1981. OTS believes that many chemical
manufacturing companies are aware of OTS® interpretation
regarding the pH neutralizer exclusjon and have submitted PMNs or
corrected Inventory reports as apprépriate.
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The concern you eéxpress on behalf of the National
Association of Printing Ink Manufacturer's (NAPIM) members
highlights the fact that apparently persons who previously
thought of themselves as "processors" of chemical substances (who
are not subject to PMN reporting), are now discovering that they
may be chemical "manufacturers" with corresponding reporting
responsibilities. I am sensitive to these concerns, particularly
because of the wide-range implications for persons, such as
printing ink formulators and others.

As a reminder, 40 CFR 720.30(h) (5) does exclude from PMN
reporting any chemical substance which results from a chemical
reaction that occurs upon end use of another chemical substance,
@ixture, or article and which itself is not manufactured or

As I have previously stated in correspondence to NAPIM, OTS
recognizes that the intent of 720.30(h) (7) and the corresponding
Inventory regulations at 710.4(d) (7)+ may not be clearly stated.
Consequently, OTS recognizes that the various interpretations and
applications of these regulations with regard to the manufacture
of the so-called transient salts may have been made in good :
faith. As you are aware, an OTS workgroup is working to provide
clear and concise language on this section while at the same time
developing an approach that will minimize industry's reporting
burdens and costs. However, OTS continues to view the salts you
have described as distinct chemical substances subject to the PMN
reporting requirements.

Section 5(h) (4) of Tsca allows the Agency upon application
and by rule, to exempt the manufacturer of any new chemical
substance from all or part of the requirements of section 5 if it
determines that the manufacturing, processing, distribution in
commerce, use, or disposal of such chemical substances will not
present an unreasonable risk of injury to health or the
environment. Neither NAPIM nor any other party concerned with
this issue has presented any actual data regarding these chemical

For your information, 0TS has also established a separate
New Chemicals Process Initiatives Workgroup to revise the PMN
rule and exemptions. OTS is considering a number of potential
changes to the PMN rule including (1) amending the polymer
exemption rule to expand the exemption criteria and abbreviate
reporting requirements on most Polymer exemption notices and
(2) increasing the threshold production volume limit on the low
volume exemption. The workgroup will also be considering
pProposing regulations to exempt site-limited intermediates (as
originally proposed in the August 4, 1982 FEDERAL REGISTER). It
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is anticipated that in Some cases, certain pPolymer salts could
meet the criteria for limited reporting under the expanded
exemptions.

‘on-going efforts of the OTS workgroup on 720.30(h) (7) and
710.4(d) (7), and apparent widespread confusion regarding the pH
neutralizer exclusion, it is OTS' position that prior to the
issuance of the clarification of the language at 40 cFRr
720.30(h) (7) and 710.4(d) (7), section s notices need not be
submitted and a suspension of any enforcement action is
appropriate for the so-called transient salts formed in solution.
OTS will consider as "transient salts formed in solution® only
those polymer salts formed by neutralization of existing polymers
with ammonia or amines for the purpose of solubilizing and
improving or adding performance Characteristics, where the
ammonia or amine is expected to be lost on curing of the ink or
coating. By relaxing reporting requirements until the issuance
of a clarification of 720.30(h) (7) and 710.4(d) (7), the Agency
does not relinquish its right to require reporting on these
substances in the future.

If you have specific questions on this lefter, you should
contact Lawrence Culleen, Chief of the New Chemicals Branch at

Office of Toxic Substances

cc: Linda Fisher
OTS Division Directors
A.E. Conroy, III
Fred Stiehl
Jack Neylon
Lawrence Culleen






